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•-■ifari' I, iars fefr ss'.’^r^fsr trr 4^% 

79^1^ T^=qT'^ r^Fi^TF | 

% ^ 

^^i^5Tg"^FHTfj-3rr^qf 157 ^ 37 ^ cfT; 

^ ^ RTCi-F^H: 3Tq-vsr ^r’Trfig' % 

!TT^- f^f ^ jTprT,- 1 


m. ■ F-. 7 7 8(iT).—sn"^ wr^fi 

^rinfi ft’w, 1 9 4 s ^>.' stT'T ff^ffofa' % Fro.' ^l"aTiT 
fvTtTqF m fffrfrr^r^a-cr FFT¥% fFi% affTTar 

sfr^far 

srY?: FwrsFT w^': 3Tp-?rfTaTT, i840 (1940 w 23 ) 

^ oTHT 12 3 t1t 33 l^TTF 9rr^qiu ^ 
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I, ^•?r?i* 5r^1%5r ^Emr^fi-r | sft’: 
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OT 5rTT>^ ^ 

.^•r sRTfftra ^ ^?f)' t, aT?f5ff ^r ?t 
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flf’f I 

2 . afl'srfsr aftT: srarar^ ^twI’ fq-inr, 1945 

ar^T^^'i ^jrrx'fe 3 % ffi-j:fi%feri qf si1%fe 
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" 4 . qr q^TtrsfT sftqfgnf % 5rw»f! % 

f^q 5r,'sirtyr qin"^ 1 
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iT^ afyq-fvj^fr Jr, fir?iir 3T?r^ fw- 

4^17*7 :-i wf fT TT^ 'T'^ 

q 'ir^-Tfrj Tt qr srvTR n 
3 tVt. f !!7rfc^ '^iTsfrir 5r'<TT^i^^r 

ffirTf^T ff I t't 

Jr TTq'jf % jTzfriT'Tr^T gr % ^?rf5r?Jn7n' 

Jr ^F.-^'T'r^r TTi «Tf^ 5j7j I ifWTir % Jr f*i^(TT tti 
TJ tT*rf TT ;(r?pT«rrfT^ =^ffe''‘; 4' f^rwiifi^ 

?T^^5Tr TI WJTfn- WT4TcTr?TTr spy !T^f^ T^r 
*pJ:4, kYt Jy wt^ sffr qrfti’r’ 

sr^rTf-Tcr ^'4r 4T4r i 

^1- f^rnff T TT^m % 5T=fr5T fE. YJ4: qf 
nr^^T'^-r ■JTt'Tfa' JTi" ffi'ffTfTferr TTr^fY ^ in^q' ^R'r 
:— 

1. HT iTjprqrT ?fi-'srftrirr ^Jl 'rlVorr^T sn®T ^r, 

fgnT% ?rffrrf^ 4 ^TT^r^r 4'«r5r-?:T9r Jr fetr ^rfr % 
wijBTT 3 itY #, ^rrETTT^ 3r4«T3ff 4 ftYi Jife 

JTfT ^nrmir H«r3r-^‘T?r Jr frfwTF?=T5r I, 
arl’igffriiTT ^‘t %ffyir arij^'r % 5r4VjrfTr«T f4%T 
f^fft arnr ^st-sttbi Jr t ^ 4% war 

%TiTirr®T^w '4r fnarrrBT arr«TT3ff % arTW ^4i i 
q-wr^Ft arYsn tt 5qTqq>=rr t’- qffrspfr T'qT^r TrJrfwr, 

c\ 

irrsi'pTJT WeTTjff % ar^w w, q»rf^ T«rrf?w 

f^arrTfir ^ti t gra fT^r 4 <{fq?T f2:fT4T 

(?r v5T?^‘, f4TT?i 4 ■^’TT T^^rr, q.jffTcT arfff'T, 

^ Tr4t an^ sT'T ari'iiT^r^Tf'Tip TTirr, =q-faw 

fpfTTtiTiiT JrY'ffT arr t, % Trr 

2 . f'TTn'ifTrq’fT ’trraft spr aqrq-nTr qr srf?r^.Br srvm 

C\ 

^rJr q^ jti arWwY % qf^^rTT wq 

fqtqf^r'srq arrq^rraff Yr3rwq ?Yji, ar'^fq;— 

(qj) fefwr: aftTfff fjfqrqrarY % fw wrwrq 
^'Tar-qrm Jr arfErqTTsrrr arY^Traff Yr aiwq 

^Y»fy I fq^qn q:i fqrtq Jrqfq qT qq^fijjq 
qiY arrrrqr I fq7^ wariq ’'q fq-TTE affr Jrqq 

qrqYfqq fqjrr ttt ?f3:q ^ I q-r f^fqrqt 

qfV sifrfq, apN’Yfqg’, Br^n fqJrfqq qr 
f*F^ Iq-Tlqq 'qr mfW qs'r arrirriti 

ftrfqrqrTT ^ ar-rg^Y 4 qfig^Fw F4qH:q qn^rr % 
qrqsfiY % sTTW fYqi i 

(*5) qfag;^ ;'qvTST TRcqr, % fqrr vrr'^Yq war-cpriq 
Jr qi'Wqfrqq qqwrqf t wa^q ^Y4r i F%^5 
4 q'^gqqrcrq qri FYi^fq, fqqwr iiYa" q^q 
qqrq?: qq'ifr qm ^ % aTTfl q’ Jf 

msf k qr q.cjjq q % =^ur t, sttot, 
q qqq o'fq i 


(q) qrq ^riY qrqYarY'-ifkrqY %qfTqf'qwq: 
%frq qr ?q-qq <sflfT fqqa^n qqqf.q 
arrnq I qrq Jr qfqrqqr qrr qrqq (ura aqqq?=5) 

TX fer'. qn. arrw Jr ^Yqr i 

qersrYq ^rqt qTt q.qrYq tY qrarr 

(qfqr) 90 qfJrsiq q qrq q|t qtqv arYr 
qqq qr 4 r qt 3 ^ 4 *=^ % qfwq Jr 11 o 
qfqBrq Jr qfqq: q^r m'r i 

(q) 4-qqW: arYqfq VqqqqY % fq-n; v,iTq(-q 
qqq-qftq if aTf'^rqrfqq arYftTr'arY t 'im'«''q '^fq i 

'i 

(t) : arYqfiq, qqqqY % fqn, qTBqfrq w^r- 

qrY?!' q arfiEnpfqTT sTYgrTaff % 3 m^'t ffqr i 

3. Yir qr rnrrrqfr qYqfqqY if fqqrFqq, wirrsq 
affT Tgijt^rqYFjq q fqq fW^Yq Wa^ff qTr q?qq^ 
Jiqq- TX qr qi arqrq^ q 90 qfqBiq q ipq q>T 

110 srfqBfq Jr qfqqj q^ c^qr; F 4 i^ ^qi^q qYT 
Fq^fqq % fqq %qq 90 afqqq qfr «jqqq qfqr qr^ 
^ 1 q^iqrqYFs^ qrqy q'»ff qrqqiaff Jf qqq qv sY qf 
arsqqpff qY qrqr qrY (qrqr) 90 Jr 130 qfqw 
^Yqr I TCfqrqtfqq: qfr g^qqfq^Y q^q if g;q^ 
FqBqTPqqr qfqr qrqr srfiprr % fqqrqq qr fqgffTq EpT% 
fq TOqjfqq qrY nr q%qF 1 fqqrrniq qqeqY % qr^iJr- 
% fqr. q^rfqqf q'rfqq? Fq^rff q?". qrsrTfrT 

qYqf qYT -jqjf qq qqrqf qrr q 4 rq (qrqr arrnqr 
afr qraqrq qqai-qYBi Yr qfqq qrqjTu]- 4 fg^ ,pjf | 
qrFYrr# q?q qafqqf q?r qYrq fqrqr rrnqiT f qfq i^r 
qrFqqqfr qq^vf^^ jpr, arY affqw fqFqqi'ir qr arq- 
srFiq qqrq qqq % fqn; Jrgrq k I 

4 . n-jfr qq)' afYq^ftq F'qfqqqr q.Y, fqqq qqfffTq 

^ qqiqr^fqqqr r^-q qrYerBr g-r^r qT,(fiT qf 
aiTT^, affr iJq nFq? qY q'fqr (qTBfT) 0.7 5 qFYw 
?rqt, Fqqrq ^qqqfq fqwr nPT>fr.i Jf 

fqqq: fqY n.fqq qr qi'qr 3 qf'qBTq ifrqr I 

5. qrqaqqq q Fqn; fqqq i2i'q q qqq^ % 
qji q qB’qr rrY qr^i Yts qr nqrurr qYqfq qY qJYjfj, 
60 FqqtriTq qqq qrr qrqq q^Yq q qrgrT qr^qf, 
qrqq TT^-Jr 3 r?gq qrqr jqqqYfi Jf ar?q.^fq^r (t^) 
qYqrmrY i ?qqY qrgfqjrf qfq qtqnf qrqqYq wr-qYw 
Jf arrqfrrTjrr q^fqqf qr qrarfaq ^r i qqqYq qYsr 
qrarqYq if vqsrfqq qr qxrqr, 9775 qrq r.o fqqrqw 
q:qq BrJfq qqq q qrqrx qrrV qiqq itfYt ciaiq % 
arrarx qqqqf qrqq-TYaq qrqqor qarfaq ffrqfi 

6. q^qinmYa Yt4 qr nqrqrr arYqftm Jf, 
■qrfqqrwr 4 q^fqq qf^Y nrq -^jar fq wrfrq wq-%Y» 
if qfw t, gqqrf qYr fqqf fqqf qr qY nrw )-1 w#r 
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MINISTRY OF HEALTH AND FAMILY 
WELFARE 

New Delhi, the Si'd October, 1985 
NOTiFiCATJON 

G.S.R. 778(E).—The following draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules. 1945, which the Central Govt, proposes to 
make, after consultation with the Drugs Technical 
Advi^ty Board, in exercise of the powers conferred 
by sections 12 and 33 of the Drugs and Cosmetics Act, 
1940 (23 of 1940), is hereby published as lequired 


by the said sections for the information of all persons 
likely to be effected thereby and notice is hereby given 
that the said draft rules will be taken into considera¬ 
tion on or after the expiry of a i^riod of sixty days 
from the date on which the copies of the Official 
Gazette in which this notification is published ane 
made available to the public. 

Any objections or suggestions which may be re¬ 
ceived from any person with respect to the said draft 
rules before the expiry of the period so specified, wifl 
be taken into consideration by the Cential Govt, 

DRAFT RULES 

L (1 j The rules may be called the Drugs and Cos¬ 
metics (Amendment) Rules, 1985, 

(2) They shall come into force on the date of their 
final publication into Official Gazette. 

2. Jn the Drugs and Cosmetics Rules, 1945, in 
Schedule V, after entry 3, the following new entry 
shall be inserted, namely : — 

'‘4. General Standards for Different Categerie® 
of Patent or Proprietary Medicine. 

In the case of pharmaceutical products containing 
several active ingredients, the selection shall be suck 
that the ingredients do not interact with one another, 
do not affect the safety of the drugs, and they exert 
HO effect On the therapeutic efficacy of individual in¬ 
gredient. The combination shall not also lead to 
analytical difficulties for the purpose of assaying the 
content of such ingredient separately. The substance 
added as additives shall be innocuous, shall not affect 
the safety or therapeutic efficacy of the active ingre¬ 
dients, and shall not affect the assays and identity 
tests in the amount present. 

Subject to the provision of these rules, patent or 
proprietary medicines shall comply with the following 
standards, namely :— 

1, Patent or proprietary medicines shall comply 
with the general requirements of the dosage form 
under which it falls as given in the Indian Phar¬ 
macopoeia. Tf the dO'jge form is not included in the 
Indian Pharniacopoeia, but is included in any other 
pharmacopoeia prescribed for the purpose of the 
Second Schedule of the Act. it shall comply with the 
general requirements of the dbsage form of such 
pharraacopoeia. Without prejudice to the generality 
erf the foregoing requirement, general requirements 
shall include icompfiance with colour, consistency, 
clarity, stability, freedom from contamination widi 
foreign matter or fungal growth, defects like chipping 
of tablets, capping, cracking of the coating, mottled 
appearance and other characteristic defects that can 
be perceived by visual inspection. 

2. Without prejudice to the generally of the 
following paras, dosage forms of patent or proprietary 
medicines shall complv with the following require¬ 
ments, namely : — 

(a) Tablets ; Medicine shall comply with kj- 
quirements for tablets as laid down m the 
Indian PharmacoiX)eia. The nature df 
«oa(ing shall be indicated on the tahel. Par- 
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mitted colours may, however, be added and 
declared on the label. Nature of tablets, 
such as uncoatsd, sugar coated or film- 
coated. shall also be declared on the label. 

Tablets shall also comply with die standards for 
disintegration test laid down in this Schedule. 

(b) Capsules : Medicines shall comply with the 

requirements for capsules laid down in the 
Indian Pharmacopoeia. Hov\ever, the cap¬ 
sules shall he free from distortion of shape, 
discolouration and other physical defects 
like leakage of powder from joints, pinholes 
or cracks in the capsules. 

(c) Liquid oral dosage forms ; Emulsions and 

suspensions; shall ■ dispose uniformly on 
sh akin g Homogenous solutions shall con¬ 
tain no sediments. The volume of the pro¬ 
duct (net content) in the container shall be 
not less than the labelled volume, "nie limit 
for ethanol content of pharmaceutical pro¬ 
ducts shall be not less than 90 per cent and 
not more than 110 per cent of the labelled 
contents. 

fd) Jniections : Medicines shall comply with the 
requirements for injections^ as laid down 
in the Indian Pharmacopoeia. 

(e) Ointments : Medicines shall comply with the 
requirements for ointments as laid down in 
the Indian Pharmacopoeia. 

3. The content of active ingredients, ether than 
vitamins, enzymes and antibiotics in patent or pro- 
pe~ie xry rccd'cines s^ah, be not less than 90 per cent 
and not more than 110 per cent of the labelled con¬ 
tent; however, for enzymes and vitamins, only the 
lower limit of 90 per cent shall apply. In all for¬ 
mulations containing antibiotics, the limit shall be 90 
to 130 per cent of the labelled contents. 

Fidiio>nl limits for error for microbiological assay 
of antibiotics may be estimated defending upon the 
design of assay procedure. Methods, used for assay¬ 
ing active ingredients shall emrtoy the same basic 
principals and shall use same ofganisms as given in 
latest edition of the Indian Pharmacopoeia or shall 
follow any other methods as approved by the au¬ 
thority. competent to grant licence to manufacture. 

4. All pharmaceutical preparations containing 
aspirin shall be_ subjected to ‘Free Salicylic Acid 
Test’, and the limit of such acid shall be 0.75 per 
cent except in case of soluble type aspirin in which 
case the limit of such acid shall be 3 per cent. 


5. Patent or proprietary medicine to be tested 
under the provisions of rule 121-A for pyrogen shall 
be tested by injecting into rabbits not less thaa the 
human dose of the medicine based on body wei^t 
of a 60 kg human being. Methodology and limits 
shall be based on the methods recorded in the Indian 
Pharmacopoeia. Dose selected shall be indicated in 
the protocol, but the dose shall not be greater than 
5 times the human dose based on body weight of 60 
kg for man. 

6. In injectable patent or proprietary medicines, 
the test for freedom from toxicity, shall be performed 
on mice and guinea pigs as described in the Indian 
Pharmacopoeia. Dose selected shall be indicated in 
the protocols but the dose shall not be less than five 
times the human dose based on body weight of a OO 
kg human being.” 

[No. X-11014|2(85-DMS & PFA] 
S. V. SUBRAMANIYAN, Jt. Secy. 

NOTE :—The Drugs and Cosmetics Rules, 1945, as 
amended up to 1-5-1979, is contained in 
the publication of the Ministry of Health 
and Famly Welfare (Department of Health) 
containing the Drugs and Cosmetics Acts 
and the Rules (PDGHS 61). Subsquently 
the said rules have been amended by the 
following notifications published in Part II, 
Section 3(i) of the Gazette of India, name¬ 
ly 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-79 

3. G.S.R. 1243 dated 6-10-79 

4. G.S.R, 1281 dated 12-10-79 

5. G.S.R. 430 dated 19-4-80 

6. G.S.R. 779 dated 26-7-80 

7. G.S.R. 540(E) dated 22-9-80 

8. G.S.R. 680(E) dated 5-12-80 

9. G.S.R. 681(E) dated 5-12-80 

10. G.S.R. 682(E) dated 5-12-80 

11. G.S.R. 27(F) dated 17-1-81 

12. G.S.R. 478(E) dated 6-8-81 

13. G.S.R. 62(E) dated 15-2-82 

14. G.S.R. 462(E) dated 22-6-82 

15. G.S.R. 510(E) dated 26-7-82 

16. G.S.R. 13(E) dated 7-1-83 

17. G.S.R. 318(E) dated 1-5-84 

18. G.S.R. 331(E) dated 8-5-84 

19. G.SR. 460(E) dared 20-6-84 

20. G.S.R. 487(E) dated 2-7-84 

21. G.S.R. 89(E) dated 16-2-85. 
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